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Dear Sir and/or Madam:

Pursuant to 21 CFR 101.93, please be advised that Herbalife International of America, Inc. has begun
colmmerciaiizing Woman’s Choice dietary supplement in the United States. This letter is intended to
replace our June 15, 1998 notification letter to the FDA advising the agency of statements being made
for the Woman’s Choice product. It contains a revision of certain statements made in our June 15

not ification letter, and reflects the Company’s response to the FDA’s comments on the statements made

in our June 15 letter, as set forth by the agency in its June 25, 1998 courtesy letter to us.

Woman’s Choice dietary supplement is labeled and promoted with statements provided for in section
403(r)(6) of the Federal Food, Drug, and Cosmetic Act.

LABEL
Suggested Serving: One or two tablets per day.
Woman’s Choice contains a special blend of isoflavones from Red Clover, Soy and Kudzu plus
Black Cohosh which helps promote hormone balance in women.

PRODUCT LITERATURE
As women begin the perimenopausal period (about age 35), they experience a variety of
symptoms, some of which are related to declining estrogen levels. This normal occurrence often
causes discomfort, including sleep disturbance. Many studies suggest that isoflavones may help
women meet nutritional needs during menopause. lsoflavones have a chemical structure similar
to the body’s natural estrogen, which may account for these effects. Additionally, isoflavones
help maintain a healthy cholesterol level and preliminary studies show that soy isoflavones may
increase bone mass. Woman’s Choice is rich in natural sources of isoflavones, including Black

Cohosh, Red Clover Extract and Kudzu Root. It also contains antioxidants that assist the body’s
defense against the effects of free radicals.

. Contains a special blend of isoflavones from Red Clover, Soy and Kudzu, along with
antioxidant-rich Black Cohosh, that may promote hormone balance in premenopausal and
menopausal women.
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Product labeling prominently bears the required boxed statement, “These statements have not been

evaluated by the Food and Drug Administration. This product is not intended to diagnose, treat, cure or
prevent any disease.”

Herbalife International of America, Inc. certifies that the information contained in this notice is complete
and accurate, and that the Company has substantiation that the foregoing statements are truthful and not
misleading.

Please do not hesitate to advise should you have any questions.

Sincerely,

.~J

P
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Special Supplements For Women

Tang Kuei Plus*
Superior nutritional tonic especially for women.

Tang Kuei has been used for centuries in China as a general

nutritional tonic, particularly beneficial for women. The root of the

plant is preferred because it is a rich source of B vitamins, Calcium,

Iron, Magnesium and essential oils. In the Chinese system, Tang

Kuei is considered a “superior herb” that can be taken on a daily

basis and is often added to SOUPSand broths to increase the

nutritional value of these dishes.

● Specially formulated to normalize the challenges associated with a

woman’s menstrual cycle.

c Includes the additional benefit of Chamomile. This multipurpose

plant was used by the Ancient Greeks and was considered a sacred

herb by the early Anglo-Saxons.

c Includes Calcium and Magnesium, as well as Vkamin A.

#1014 (case of 12)

#0003 (HAP or unit) $12.50

Woman’s Choice
Dietary supplement for women. L .‘-
ASwomen begin the perimenopausal period (about age 35), they
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experience a variety of symptoms, some of which are related to
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declining estrogen levels. This normal occurrence often causes

discomfort, including sleep disturbance. Many studies suggest that

isoflavones may help women meet nutritional needs during

menopause. Isoflavones have a chemical structure similar to

the body’s natural estrogen, which may account for these effects.

Additionally isoflavones help maintain a heafthy cholesterol level

and preliiina.ty studies show that SOYisoflavones may increase bone

mass. Woman’s Choice is rich in natural sources of isoflavones,

including Black Cohosh, Red Clover Extract and Kudzu Root. It also

contains antioxidants that assist the body’s defense against the effects

of free radicals.

● Contains a special blend of isoflavones from Red Clover, Soy and

Kudzu, along with antioxidant-rich Black Cohosh, that may promote

hormone balance in perimenopausal and menopausal women.

#301 3 (case of 12)

#01 66 (HAP or unit) $22.95

22



$qgmted Sewing Onew IWOtobletspe!dq @ HERJJAUFE. EACHTABIEI PROVIOES

— Worm’s [hoe[e cootoim o $.wol blendof RED([OVER FXTFNT(1%). 50 MG

IS&ones frcm Red[lover, Soy and Kudm SOYISOFEAVONKMTRAET(40%) 30 MG

plusBlock [ohosh wkh helps promote KUOZUMTRAET(40%) 30 MG

hwmone lmloruem women.
FN@AiTSOR?IION(OfAPlFK5 23 MG

~~

:;:.. ::’.,
‘~;;;:;:ee’oMG

Tke shtements hovenot been evduoted

,c.~’~~~a Choice
LECITHIN,AS(ORBY1PAUAITATE,PL4NT

by he Foodond Dwg #,dm(nishotiooThIS [E1OIOSE ENTYME,CINNAMONPOWOER4340
pmkt K nol intendedto dmgnose,heot,

Hwbddeprcduds me owiloble on~ trough
L

HwimldeIndepwdentbshbutocs +>’k+ forWomen FORMULATEDEXIUJSIVEIYFOR

H

HERBAIIFEINTERNATIONALOFJMERI(A, IN(.

3013WUU
.+ +.. 10ShNGEIES,CA7008c421O,USk

01998HERBMI[lNIFRNAIIONA[,IN(U!A 30TABLETS A4ADEINUSA


